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industry. 

DR. SCOLNICK:, I would not say that 

certainly about many of us sitting around the 

table. It may not be in other industries, but 

I think it is to us. Because when we evaluate 

our drugs, and there are three or four of us 

here, we collect safety data as well as 

efficacy data, and have to weigh that benefit- 

risk, and should be responsible, -just as you 

are. 

DR. LANGER: Bob, you wanted to make a 

comment? 

DR. NEREM: It's sort of a follow on. 

He really triggered me to ask for the 

following, either in the way of written 

information or probably preferably a 

presentation. 

I think I have some understanding, 

from a qualitative point of view about the 

research effort at FDA. I really don't have 

any hard data: and IId like to know, because I 
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1 of differences 

2 between differen nters as to how much money 

3 goes into resear h, 1, how many peop,le are 

4 involved in res 

5 what drives the 

1. I'd like 'to understand 

I arch agenda of the 

6 different cente 
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a totally diffe 

fine. 

:cause it may be driven by 

ret of issues, and that's 
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10 that's re 

11 I t !a 

ifferent centers, because 

he research resides, how 

and drive their research 

12 program? 

13 We'll see what we can do 

14 on that. 

15 up and just cover what I 

16 consider the acti 
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t to what I say. 
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ancy know what we 

recommend, ” e an e-mail in to everyone 

and a num lses already. 
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1 the CDRH external r'eview, 

sent an external review 

e fall meeting. CDRH will 

things that'.Ed'~suggested, 

think is how we look at it. 

iTiew. f think everybody, 

lg about how we were going 

ve made a big impact. 
i_ .,: '_ 

: I wonl't ;,bk ,t.a:rred and 1,' ';' ., 
le. 

'My idea, Ed, is that when 

lber to chose their best 

$ld also ask them to give 

papers. 

That's right. We'll also 

ender differences. 

ORA ,external review, 
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. I thought that was very 

,id there. Second, look at 
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how data gaps in sc'ence are handled as part of 

2 the review; he scope may be too broad; 

3 consider continublly reviewing components of 

4 ORA each year. 

5 Fourth, 's peer review to address 

6 comments about 0 A. 
d I 

7 

8 

9 

on the FDA University, I 

think this is cl arly something we all want to 

we should get an FDA on 

10 progress in this and continue this discussion. 
I I 

11 And maybe there should be some interchange in 
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12 the meantime to g eady for that between some 
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of the people her of the FDA. 
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